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UNlTED STATES OF AMEtiCA 
BEFORE ‘WE5 F(>OD AND DRUG ADMINISTR.&TfON 

;- DEPARTMENT OF i&%LTH AND HUMAN SERVLCES 

j ADMINISTRATIVE COMPLAINT 
) FORCIVIL 

in the Matter of ) MONEY PENALTTES 
1 

KORANGY RADIOLOGY AS%XXA.lXS, P-A., ) 
tmding as BALTIMORE IMAGTNG CENTERS, ) FDA Docket No. 2003H-0432 

a corporation, > 

and ; 
) 

AMILE A. KQRANGY, M.D., > 
an individual. ) 

PARTIAL SUMMpRY T)ZXGWN : 

Compltinant, the Center for Devices and Radiological He&h (CDRH) of the Food and 

Drug Administration (FDA), brought an action on September 22,X%3 seeking civil money 

penalties agzunst Respondents Kowngy Radiology Associates, P.A., trading its Baltimore 

hnaging Centers (BIG), arxd Atnile A. Korangy, M.D., allcgirq that Respondents violatid the 

Mammography QuS;rity Sta&dmds Act of 1992 (MQSA), 42 U.S.C. $21”,3b. Complaint 

submitted a Motion l’or Pilrtial Summary Judgment pursuant to 21 C.F.R. $ 17.17 on April 2, 

2004, seeking a swmrtary decision on the iswe of Respondents” liability for alleged violations of 

the MQSA. 

PROCEDURAL WSTORY 

On Septcmbcr 22,203, CllKEi fifed a complaint for civil money penal,ties against 

Responclcnts, alleging that between May 7,2002 and July 25,2002, ‘i’j%C was not certified lo 

perform mammography procedures but continued to do so, violating the MQSA. On October 17, 
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2003, an Answer of Respondents to the C!DRH con&h& was filed and a hearing was requested. 

On November 13,’ 2003, a final scheduling Order was issued. On December 2,2003, 

Respondents filed a Supplement to Answer. 

On April 2,2004, Complainant”s Motion for Partiai Summary Judgment ws liled. On 

April 30,204, Respondents filed ;kn Opposition of Respondents to Complainant’s Motion li)r 

Pa1tia.l Summary Judgment, and a Mcrnomndum in Support of Opposition of Respondents to 

Complainant’s Motion kr Partial Summary Judgment. On May 21,2004, Complainant 

submitted a Reply to Respondems Opposition to CompiainaMs Motion for Partial Summary 

.hldgment. 

The MQSA provides that no facility may conduct an exami.nation or proced’ure involving 

mammography unless it obtains a certificate that has been issued or renewed under the MQSA. 

42 U.S.C 4 263b(b)( 1). Complainant alleges that Respondents violated this provision of the 

MQSA and arc thus liable for civil pcnnlty sancGons pursuant to 42 U.S.C. 4 263b{h). 

On May 6,1999, FDA issued a mammography certificate to Respondents enabling them 

to fawfi.tIly perform mammography examinations 311d procedures at the BK! f~$lity where Dr. 1 

Korangy wm the lead interpreting physician, operator, owner, and mployee of BIG at the time 

of the alIcg& violations. Exhibit G-D 711; Wtibit G-A; Exhibit G-B; Exhibit G-C. A 

certifkatc is generally effective Tar a period of t&e& years afier the date-that it is issued or 

renewed. 42 U.S.C. $26311(c)(l); Exhibit G-D 7 9, Thus, Respondents’ certihate was set to 

expire on May 6, 2002. Gxbibil G-D 1 I 1; Exhibit G-4. Complainant alleges that Dr. Koraugy 

was responsible for maintaining.B’K”s certification under the MQSA. fkhibit G-E 9 8; Exhibit 

C-II 11 17; Exhibit O-6. 



05/:!7/04 THU 15:47 FAX 3018276870 DMP/DDM la005 

On April 1 P 2002 NM sent a letter to Respondents informing them that FJTC's ccrt&ate 

was set to expire &Mlay 6,2002 unless BK was re-accredited by an PI3A approved 

accreditation body. Exhibit G-D 7 1 I ; Exhibit G-l. The letter also inSormed Respondents that 

BTC could no longer perform laaunmopphy services Once its certificate expired &J. The April 

1 t 2002 letter stated to Respondents’ that their “Mammography Facility Certificate will expin ~)n 

05/06/2002. Under the Mammography Quality Standards Act (MQ$A) of 1992, once your 

cm-iifkate expires, you are no ianger certified aud.eanhot cantinue to offer mammogruphy 

services.” Exhibit G-l _ 

Respondents wcm mailed a letter dated April 29,2002 from the4mcrican College of 

Radiology (ACR), an FDA-approved accreditation body. ACR found that, the mammograms 

produced by BIC l’kiled to comply with ACR’s standards l&r clinical image qu&y and strongly 

recommended that BIG immed.iatcly cease performing mammography examinations. Exhibit G- 

D 7 12; Exhibit G-2. The April 29,2002 letter states, “‘ACR strongly recommends that you 

cease couducting mammography with this unit upon receipt of this Jetter. As an FDA- 

approved accrediting body, the ACR is required to notify the FDA of this failure and the F’DA 

will officially notiIj, you to discontinue mammography with this unit.” F,xbibit C-2, I 

According to Elixabeth A. Laudig, a Compliance Offker in the FDA Baltimore District 

Office, Dr. Korangy discussed the April 21),2002 letter &om %ICR with Barry 3, Henderson, 

BIG’s Vice President, See Exhibit G-E p 1 I,; Exhibit G-l 1 _ Complaina@ alkgks that Dr. 

Korangy and Wk. klenderson decided that the mammograms produced by BIG were acceptable, 

and that B2C would continue to perrorm mammography examinations. j& 

On May E,2002, FDA sent a letter to Respondents instructi,ng t&m to cease performing 

uncertified mammography procedures. The letter instructed &spomlen~, ec[~jp~n recefpt of 
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this letter, you must cease performing mammography and yuu shodd no longer display 

your certificate, re&rdless of the date of expiratiuu. Thc..~QS~ authorizes FDA to take 

regulatory action, indud~g suspension or revocation of certi%atiQn and civil money 

penalties, against facilities thhat practice mammography in viol&o@ of the law,” khibit G- 

3; Exhibit G-D 1 13. A technofogist at RIG signed for the receipt al’FT$A’s May I,2002 letter to 

Rcsponden&. Exhibit G-E 7 12; Exhibit G-D 113; Exhibit G-3. 

On May G, 2002 Respondents’ certiticate expired. Exhibit G-4;. Exhibit G-D q 14. 

However, Respondents continued to perfoml mamnnography examinatipns at their facility, FDA 

investigators conducted an &p&on of BlC during Au@st and Scptc%$her, 2002 to dekmine 

whether Respondents had perkrmed mnmmograyzhy without B valid certi5cate. Exhibit G-E 1.5. 

During inspecti,ons, investigators collected documents for mammo@aphy examinations tllat 

Respondents conducted betwwn May 7,2002 and JuIy 25,2002. Exhibit C-E 7 10; Exkbit G-D 

3 2 1; Exhibit G-l 0. These reports show that Responder& conducted 192 nwm~ography 

examinations between and including May 7,2002, and July 25,2002. l$xhi bit G-D 7 2 1_ 

Respondents do not delly that they conducted 132 marmxogql~.y exadmtions during this 

period. 

Respondents claim that prior to fuly, 2002 they received no nutice%rom FDA or ACR 

indicating Ii-rat they should cease and desist performing mammography examinations. 

Memorandum in Support of Opposition of Respondents to CompIdnt’s Motion fix- Partial 

Summary Judgment 11 A. 6. In their Answer of Respondents dated Octoker 17,2003, 

Respondents denied many of Complaimmt’s nllegah~s, including that their certificate expired 

on May 6,2002-without elaboration, asserting that they “‘did not receive a written 
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communication from FDA indicating that they would be in lega violation to continue to perform 

In Respondents’ Opposilion to Complainant’s Motion for Partisl Summary Judgment 

submitted April 30,2004, Respondtints alleged that they received neither the lcttcr of April 1, 

2002 nor the hky I,2002 letter. Exhibit R-l (K~raugy Dccl.). Tn the Memorandum in Support 

al’ Opposition of Respondents to Complaint’s Motion for Partial Summrzry Judgrnenl, 

Respondents allege that there is no record of anyone representing the Rkspondcnts having 

received the May 1 letter. Dr. Korangy alleges tha,t the receipt for the I&er dated May 1,2002 

contains a signature that he does not recognize. Exhibit R-1. Dr. K.orangy alleges that fle did 

receive the ACR letter of April 29,2002, but undcrsload it to contain a recommendation that 

Respondents not continue to use the oId maclke, ,md not tllat respondents should permanently 

discontinue providing manlmogmphy. j& 

Respondents allege that they bc’iieved in ‘May, JUIW and July of 2002 that they were 

following AC’ and FDA procedures in replacing their cxisling ~namrnograp?~y equipment with 

new equipment, and were unaware that FDA intended that they cease performing mammography 

services. Kespondenls’ Opposit.ion to Complainant’s Motion for ParW S\rmmary Judgment.. 

Dr. Korangy dcclates ihtct the old machine was retired in May or June of 2002 and that he 

believed that between May and 3uly oT2002, Respondotlls had responded appropriately to 

ACB’s concerns by promptly ordering a new manlxriography machine, and installing it as soon as 

possible. Exhibit R-l. Dr. Korangy proclaims that Respondents ordered the new quipme& in 

March 2002. u. Dr. Korangy claims that contacts with ACR in May had assured Respondents 

that the process that they were fbllowing comported with FDA requirements; Dr. Korangy 

alleges that in neither of two conversations with ACR in May 2002, when Respondents allegedly 

5 
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reported the purchase of a naw mammography machine and sought to obtain clarification of the 

process to maintah certificaltion, were Rosprlndents made aware that BTC was to have ceased 

petiorn~ing mammography procedures on May 6,2002. Exhibit R-1, Respondents claim that 

Dr. Korangy and Mr. Henderson did not decide, as alleged by FDA, th# the quality of lhe prc- 

existing mammography equipment was acc~@&le. Exhibit R-l ; Exhi$t R-2 (Renderson Decl.). 

On July I&2002, ACR sent a letter to Complainant describing &CR’s concern that, 

despite ils lack of ccrtific;ation, BIC was continuing to perform mammc&ra.phy. Exhibit G-D 

11 15; Exhibit G-5. As a result of this letter, Complainanr contacted FDA’s Baltimore District 

Of&c and requested that it conduct an inspection of BIG. Exhibit G-Dil 16. 

According to records, Respondents installed a new mammograp~ry unit in the BIG facility 

on or around June 28,2002. Exhibit G-E % 1.3; Exhibit G-l 2. On July 22,2002, Dr. Korangy 

submitted a reinstatement application to ACR. Exhibit G-D 7 17; Exhil$ G-6; Exhibit G-7. In 

the application, Dr. Korangy indicated that BTC had corrmted its clinical image deficiencies by, 

~nong other things, purchasing a new mammography unit. @. On July 24,2002, ACK notified 

FDA that NC’s application for accreditation reinstatement was suiIicient,ly complete for review, 

and that BTC was eligible Far provisional reinstatement. Exhibit G-D 7 18. On July 26,202, 

FDA issued an interim notice that served as RIG’s certificalion to conduict mammography 

services until it received a permanent certificate. Exhibit G-D (n 19; Exhibit G-8; Exhibit G-9. 

Respondents deny having received various &tcrs of notice from ACR and FDA. The 

Compl;linant”s allegations to the contrary have not (to date) been subjecled to tha reliability 

considerations required by due process. Therefore, the qneslion of Resppndents having received 

@JO08 

written notice of ,any violations cannot be defin%veIy answered prior to Complaimcrrrt’s 

submissions being received into evidence. In view of their d&al, due pirocess requires that 

6 
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Respondents have the opportunity lo test Cor+ainant”s evident&q submissions by all means 

available, including the cross-examination of witnesses. 

Nevertheless, even if Respondents did not view any orthe letters, it is clear that they 

should have been on notice of their continuing violations of the MQSA: Although Respondents 

deny that their certificate expired on May 6,2002, Exhibit G-4 clearly inicates May 6,2002 as 

an expiration date, and there is no allegation that Exhibit G-4 is not a vaiid copy of the actual 

certificate. Therefore, Respondents knew or should have known thlat tfEr: performance of 

mammography afier the expkation date (without any rmewal or rc-certffication) constitute 

continuing violations oFthe MQSA. As a matter of faw, this conduct constitutes violation of42 

U.S.C. $ 263b(b)(l) for which Respondents may be held liable, regardless ofwhether 

Respondents acttwlly received the letters sent 10 them by FDA. 

DlSCUSSION OF LAW 

Pursu,a.nt to 21 C.F.R. # 17.17(a), “[a’t any time after the fling of a complaint, a party 

may rnove...for a sumi~ary decision on any issue in the hearing.‘” A rno$ion for summary 

decision shall be granted ‘“X the plcadings, affidavits, and other material fkd in the recordd, or 

matters officially noticed, show that there is no genuine issue as to any material fact and that the 

p~~irty is .entitled to summary decision as a matter of law .” 21 C.‘J;;.R. 6 1?.17(b). Where “a 

motion for summary decision is made and supported as provided in [21 C.F.R. $ 17.171, a party 

opposing the motion may not rest on mere allcgalions or denials or gcnoral descriptions of 

positions and con tentions; aflidavits or -other responses must set I&h spec& facts showing that 

thcrc is a genuine issue of material fact for the hearing.‘” 21 C.F.R. kj I7,1,7(c). 

Under the’M(.JSA, no mammogmphy fmility may conduct a manz-nography examination 

or procedure utllcss it possesses tin effective cerlificate that has been issrzed OT renewed under the 

@ loo9 
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MQSA. 42 WC 5 263b@)( I), In order to obtain or renew a certifictite, the MQSA, and its 

implementing regulations, require a facility to apply to, and be accredited by, an FDA-approved 

accreditation body. 42 U.S.C. $263b(d)(l); 21 C.F.R. $6 300.1 l(a) and (b). Once FDA receives 

notification of the accreditation body’s decision LO accredit 8 facility, FDA may issue a 

cortilicate to the IhciIi,ty or renew the facility’s existing certificate. 21 C.F.R. $ 900.1 I(b)@). 

Where a previously certified fkcility has ailowcd its certificate to expire or has bcm 

refused a nmewal, the faciJ.ity may qply to an accl-editation body to have its corWicate 

reinstated. 21 C.F.R. 3 900.1 l(c). FDA nlay issue a provisional cert@xtte to.thc facility once 

the accreditation body notifks FDA that the f~iiity has corrected the dpficiencics that led to the 

lapse ol’its certificate. 21 C.1i.R. 5 900.1 l(c)(2). A facility may IawI’kTul.ly perform 

ma.mmography services once it receives a provisional. certificate. 2 1 C.F.R. $900.11 (c)(3). 

Under 42 U.S.C. 5 263b(h)(3)(A), FDA may assess civil moncylpenal.ties for a ‘“f&xc to 

obtain a ccrtifkate as required by [42 U.S.C. $263b(b)],” Yhe MQSA places the dirty of’ 

obtaining a certificate upon the owner or lessee of a mammography facility, or an authorized 

agent ofeither. 42 LJ,S.C. 5 263b(,d)(I,). 

Each Respondent is liable for 193 violations ofthe MQSA. Respondents failed Io obtain 

a certificate for the period between ‘and including May 7,2002, and 31.11~ 24,2002, dming w&h 

BTC performed nmmnlogrq~hy lil violation of 42 US.C. 0 263b(b)( I). Bach Respondent is liable 

for one vi.olation of’ the MQSA pursuant to 42 U.S.C. $263b(h)(3)(A), zn-rd for 192 violations 

pursuant to 42 USC. 8 263b(h)(3)(.D). 

Under 42 U.S.C. 5 263b(h)(3)(D), FDA m3y assess civil money penalties in an amount 

not to exceed $10,000 for each violation of, or for aiding and abetting in, a violation of, any 

provisioli of the MQSA by an owner, operator, or any employee of a facility required to have a 

l&o10 
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certificate. Between and including May 7,2002, and July 25,2002, Korangy Radiology 

Associates con&&cd 192 mammu~hphy ex,minatiom while the BK! mmmography facility 

was uncertified, in violation of42 U.S.C. 3 263b(b)(,I). Accordingly, Fcspondent BIG is liab& 

for I 92 viol&ions of the MQSA pursuant to 42 U.S.C. 6 263b(h)(3)(D). 

Responsible corpor;lle ofikcrs are individually liable fcrr violations of public health 

legislation. & IJnited States v. Dotterwcich, 320 U.S. 277,285 (194?1); United States v. PaTk, 

421 U.S. GS8,672-4 (1375); &Tnited States v. Kudges X-Ray, I.nc:, 759 F.$d 557, 560 (6th Cir. 

1985). Dr. KoraBgy was the lead interpreting physician, operator, own&, and employee of BIG 

at the time of the alleged violations and he had.tho aulh,ority to delerm& whether Korangy 

Radiology Associates would continue to pcrfot-rn mammograpl~y services, Exhibit G-A; &h&it 

G-B; Exhibit G-C; Exhibit G-D. Dr. Koraugy, by virtue ofhis position, had the authority to 

prevent Korangy Radiology Associates from porfoom~ing uncertified mammography 

examinations in violation oF 42 ‘II .S .C. $263b(b)( 1) For having Giled to prevent thcsc 

violations, Dr. Koraugy is liable for one vioIalion of the MQSA pursuatit to 42 USC. 

$263b(h)(3)(A) for failing to obtain a certificate. Dr. Korangy is also liable for 192 viofati,ons of 

the MQSA pursuant to 42 U.S.C. 5 263b(h)@)(D), as he was the owner oTzud most respousiblc 

person at, Korangy Radiology Assocides tz. the time of the viol&ions. 

Dr. Korangy had notice, by way of tic expired mammography certificate itself that 

Korangy Radiology Associates was performing mammography without & certificate between and 

including May 7,2002, and July 25,2002. Dr. Korangy himself read ilTKi interpreted tile 

rnammo~an~s from a.t Icast 116 of the uncertified ex;zminations. B&bit G-D 7 2 1; Exhibit G- 

10. The mammograms fi-om the rernaitig uncertified cxan-rinations wev read ad intqrcted 

by Trfan S. Shafiqu.e, M.D., and Rob& T. Rage, D.O. &, Dr. Koraugy, because oi%is positi.on, 

9 
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possessed the authority to decide whether Drs. Shafiquc atid Hage perkrned mamnlography 

cxankations at BIG ,+ 

_CONCMJSIONS AND ORD%R 

No genuine issue of material fact exists as to whether Rcspondonts violated the MQSA. 

Accordingly, 

if is ORDERED th.at Complainant’s Motion For Partial Sumnwy Decision of ApriI 2, 

2004 is GRANTED; 

Respondents Korangy Radiology Associates, P.A., trading as Baltimore hnaging Centers 

(BIG), and Dr. Korangy are each liable for one violation of the MQSA pursuant to 42 U.&C. 

$ 263b(h)(3)(A). And, 

Respondents B1C and I%. Korangy are each Tiablc for 192 violations of the MQSA 

pursuant to 42 USC. 9 263b(h)(3)(D). Thus, 

iXespondents BlC and Z)r. Korangy are each liable for a total of ‘$93 violations of the 

‘MQSA. And, 

It, is Further ORT)‘E;*,RBD Ihat the remainder of the hearing sch&Inlc contained in the 

order of November 13,2003 continues in effect, but limited to issues r&&g to the amo~tnt of 

tbc penalty to be imposed, including any mitigating circ~rnstances, as set forth i,n 21 C.F.R. 

tj 17.34. 

@ lo12 

/s/ Daniel J. Davidson-. 

Daniel 3. Davidson 
Admiuistrative Law Judge 
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